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Tissue residue reports from the United States Department of Agriculture (USDA) and
an investigation of your dairy on January 3, 2001 by the Food and Drug Administration
(FDA) have revealed serious violations of the Federal Food, Drug, and Cosmetic Act
(the Act).

A food is adulterated under Section 402(a)(2)(C)(ii) of the Act if it contains a new
animal drug that is unsafe within the meaning of Section 512. On September 29, 2000,
you consigned a cow, identffied with back tag number 93 EZ 9696 (USDA laboratory
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report number 419133), for slaughter as human food. USDA analysis of tissue samples

ollected from that animal identified the presence of the drug oxytetracycline in the
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liver at 10.89 parts per million (ppm), in the muscle at 10.32 p pm and in the kidney at

R7 13 nnm. and eentamicin 1

87.13 ppm, and gentamicin in the kidney at 00.46 ppm. Typically, USDA reports

residues of all tetracyclines, including tetracycline, as oxytetr a_.ycline. A tolerance has

not been established for residues of tetracycline, oxytetracycline and gentamicin in the
. L . . .

edible tissues of lactating dairy cattle. Your use of tetracycline in a lactating dairy cow

resulted in the illegal drug residue found in the liver, muscle, and kidney.
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A food is adulterated under Section 402(a)(4) of the Act "if it has been prepared,
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packed, or held under insanitary conditions...wh 1eoy it may have been rendered
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conditions which are so inadequate that medicated animais bearing puaswiy harmful
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drug residues are likely to enter the food supply. For example, our investigator noted
the following:
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1. You lack an adequate system for determining the medication status of animals you
offer for slaughter. Your medication records do not contain the dosage
administered and the individual performing the medication of each animal at your

2. You lack an adeguate system for assuring that animals to which you administer
medication have been withheld from slaughter for appropriate periods of time to
deplete potentially hazardous residues of drugs

3. You lack an adequate system for assuring that drugs are used in a manner not
contrary to the directions contained in their labeling or your veterinarian’s
prescription labeling

4. You lack an adequate system for assuring animals have been treated only with drugs
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which have been approved for use in their class of animal Of Species.

The drug Polyotic brand of tetracycline sol

lactating dairy cows is adulterated under Secti

animal drug within the meaning of Section 201
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Section 512(a)(1)
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unsafe for use. We req
you offer for sale as human food will 1
residues.

Introducing aduiterated foods into interstate commerce is a violation of Section 301(a)
of the Act. Causing the aduiteration of drugs after receipt in interstate commerce is a
violation of Section 301(k) of the Act.

You should be aware that it is not necessary for you to have personaily shipped an
adulterated animal in interstate commerce to be responsible for a violation of the Act.
The fact that you offered an adulterated animal for sale to a slaughter facility where it
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was held for sale in interstate commerce is sufficient to make you responsible for
violations of the Act.

You should notify this office in writing, within fifteen (15) working days of the receipt
of this letter, of the specific steps you have taken to correct these violations and
preclude their recurrence. If corrective action cannot be completed within fifteen
working days, state the reason for the delay and the time frame within which
corrections will be completed. Your response should address each discrepan

to your attention during the inspection and in this letter, and should includ
Qi
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any documentation demonstrating that corrections have bee
reply to Russell A. Campbell, Cnmnlinn e Officer, 1431
A

Dennis K. Linsiey
District Director

cc:




